At-line quantitative ion mobility spectrometry for direct analysis of swabs for pharmaceutical manufacturing equipment cleaning verification.
The potential for ion mobility spectrometry (IMS) to provide rapid at-line quantitation of residues on surfaces via direct analysis of swabs is attractive for pharmaceutical manufacturing equipment cleaning verification. In this study, the development of an IMS method to provide acceptable quantitation of active pharmaceutical ingredients and cleaning agents is described. Key modifications to commercially available instrumentation were made to achieve a dynamic range of 5-100 microg per 25 cm2 surface area and acceptable analyte recovery in the presence of ionizable matrix components. The results of this study effectively demonstrate the capability of IMS to serve as an at-line quantitative analytical method.